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tics provider receiving accreditation, pursuant 
to subsection (d)(2)(A). 

(June 25, 1938, ch. 675, § 584, as added Pub. L. 
113–54, title II, § 205, Nov. 27, 2013, 127 Stat. 636.) 

§ 360eee–4. Uniform national policy 

(a) Product tracing and other requirements 

Beginning on November 27, 2013, no State or 
political subdivision of a State may establish or 
continue in effect any requirements for tracing 
products through the distribution system (in-
cluding any requirements with respect to state-
ments of distribution history, transaction his-
tory, transaction information, or transaction 
statement of a product as such product changes 
ownership in the supply chain, or verification, 
investigation, disposition, notification, or rec-
ordkeeping relating to such systems, including 
paper or electronic pedigree systems or for 
tracking and tracing drugs throughout the dis-
tribution system) which are inconsistent with, 
more stringent than, or in addition to, any re-
quirements applicable under section 353(e) of 
this title or this part (or regulations issued 
thereunder), or which are inconsistent with— 

(1) any waiver, exception, or exemption pur-
suant to section 360eee or 360eee–1 of this title; 
or 

(2) any restrictions specified in section 
360eee–1 of this title. 

(b) Wholesale distributor and third-party logis-
tics provider standards 

(1) In general 

Beginning on November 27, 2013, no State or 
political subdivision of a State may establish 
or continue any standards, requirements, or 
regulations with respect to wholesale prescrip-
tion drug distributor or third-party logistics 
provider licensure that are inconsistent with, 
less stringent than, directly related to, or cov-
ered by the standards and requirements appli-
cable under section 353(e) of this title, in the 
case of a wholesale distributor, or section 
360eee–3 of this title, in the case of a third- 
party logistics provider. 

(2) State regulation of third-party logistics pro-
viders 

No State shall regulate third-party logistics 
providers as wholesale distributors. 

(3) Administration fees 

Notwithstanding paragraph (1), a State may 
administer fee collections for effectuating the 
wholesale drug distributor and third-party lo-
gistics provider licensure requirements under 
sections 353(e), 360eee–2, and 360eee–3 of this 
title. 

(4) Enforcement, suspension, and revocation 

Notwithstanding paragraph (1), a State— 
(A) may take administrative action, in-

cluding fines, to enforce a requirement pro-
mulgated by the State in accordance with 
section 353(e) of this title or this part; 

(B) may provide for the suspension or rev-
ocation of licenses issued by the State for 
violations of the laws of such State; 

(C) upon conviction of violations of Fed-
eral, State, or local drug laws or regulations, 

may provide for fines, imprisonment, or civil 
penalties; and 

(D) may regulate activities of licensed en-
tities in a manner that is consistent with 
product tracing requirements under section 
360eee–1 of this title. 

(c) Exception 

Nothing in this section shall be construed to 
preempt State requirements related to the dis-
tribution of prescription drugs if such require-
ments are not related to product tracing as de-
scribed in subsection (a) or wholesale distributor 
and third-party logistics provider licensure as 
described in subsection (b) applicable under sec-
tion 353(e) of this title or this part (or regula-
tions issued thereunder). 

(June 25, 1938, ch. 675, § 585, as added Pub. L. 
113–54, title II, § 205, Nov. 27, 2013, 127 Stat. 638.) 

PART I—NONPRESCRIPTION SUNSCREEN AND 
OTHER ACTIVE INGREDIENTS 

§ 360fff. Definitions 

In this part— 
(1) the term ‘‘Advisory Committee’’ means 

the Nonprescription Drug Advisory Committee 
of the Food and Drug Administration or any 
successor to such Committee; 

(2) the term ‘‘final sunscreen order’’ means 
an order published by the Secretary in the 
Federal Register containing information stat-
ing that a nonprescription sunscreen active in-
gredient or combination of nonprescription 
sunscreen active ingredients— 

(A) is GRASE and is not misbranded if 
marketed in accordance with such order; or 

(B) is not GRASE and is misbranded; 

(3) the term ‘‘GRASE’’ means generally rec-
ognized, among experts qualified by scientific 
training and experience to evaluate the safety 
and effectiveness of drugs, as safe and effective 
for use under the conditions prescribed, rec-
ommended, or suggested in the labeling of a 
drug as described in section 321(p) of this title; 

(4) the term ‘‘GRASE determination’’ means, 
with respect to a nonprescription active ingre-
dient or a combination of nonprescription ac-
tive ingredients, a determination of whether 
such ingredient or combination of ingredients 
is GRASE; 

(5) the term ‘‘nonprescription’’ means not 
subject to section 353(b)(1) of this title; 

(6) the term ‘‘pending request’’ means each 
request with respect to a nonprescription sun-
screen active ingredient submitted under sec-
tion 330.14 of title 21, Code of Federal Regula-
tions (as in effect on November 26, 2014) for 
consideration for inclusion in the over-the- 
counter drug monograph system— 

(A) that was determined to be eligible for 
such review by publication of a notice of eli-
gibility in the Federal Register prior to No-
vember 26, 2014; and 

(B) for which safety and effectiveness data 
have been submitted to the Secretary prior 
to November 26, 2014; 

(7) the term ‘‘proposed sunscreen order’’ 
means an order containing a tentative deter-
mination published by the Secretary in the 
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Federal Register containing information pro-
posing that a nonprescription sunscreen active 
ingredient or combination of nonprescription 
sunscreen active ingredients— 

(A) is GRASE and is not misbranded if 
marketed in accordance with such order; 

(B) is not GRASE and is misbranded; or 
(C) is not GRASE and is misbranded be-

cause the data are insufficient to classify 
such ingredient or combination of ingredi-
ents as GRASE and not misbranded and ad-
ditional information is necessary to allow 
the Secretary to determine otherwise; 

(8) the term ‘‘sponsor’’ means the person 
that submitted— 

(A) a request under section 360fff–1 of this 
title; 

(B) a pending request; or 
(C) any other application subject to this 

part; 

(9) the term ‘‘sunscreen’’ means a drug con-
taining one or more sunscreen active ingredi-
ents; and 

(10) the term ‘‘sunscreen active ingredient’’ 
means an active ingredient that is intended 
for application to the skin of humans for pur-
poses of absorbing, reflecting, or scattering ul-
traviolet radiation. 

(June 25, 1938, ch. 675, § 586, as added Pub. L. 
113–195, § 2(a), Nov. 26, 2014, 128 Stat. 2035.) 

CONSTRUCTION 

Pub. L. 113–195, § 2(b), Nov. 26, 2014, 128 Stat. 2045, pro-

vided that: ‘‘Nothing in the amendment made by this 

section [enacting this section and sections 360fff–1 to 

360fff–5 of this title] shall be construed to— 

‘‘(1) limit the right of a sponsor (as defined in sec-

tion 586(8) of the Federal Food, Drug, and Cosmetic 

Act [21 U.S.C. 360fff(8)], as added by subsection (a)) to 

request that the Secretary of Health and Human 

Services convene an advisory committee; or 

‘‘(2) limit the authority of the Secretary of Health 

and Human Services to meet with a sponsor (as de-

fined in section 586(8) of the Federal Food, Drug, and 

Cosmetic Act, as added by subsection (a)).’’ 

§ 360fff–1. Submission of requests 

Any person may submit a request to the Sec-
retary for a determination of whether a non-
prescription sunscreen active ingredient or a 
combination of nonprescription sunscreen active 
ingredients, for use under specified conditions, 
to be prescribed, recommended, or suggested in 
the labeling thereof (including dosage form, dos-
age strength, and route of administration) is 
GRASE and should be included in part 352 of 
title 21, Code of Federal Regulations (or any suc-
cessor regulations) concerning nonprescription 
sunscreen. 

(June 25, 1938, ch. 675, § 586A, as added Pub. L. 
113–195, § 2(a), Nov. 26, 2014, 128 Stat. 2036.) 

§ 360fff–2. Eligibility determinations; data sub-
mission; filing 

(a) Eligibility determinations 

(1) In general 

Not later than 60 calendar days after the 
date of receipt of a request under section 
360fff–1 of this title, the Secretary shall— 

(A) determine, in accordance with para-
graph (2), whether the request is eligible for 
further review under subsection (b) and sec-
tion 360fff–3 of this title; 

(B) notify the sponsor of the determina-
tion of the Secretary; and 

(C) make such determination publicly 
available in accordance with paragraph (3) 
and subsection (b)(1). 

(2) Criteria for eligibility 

(A) In general 

To be eligible for review under subsection 
(b) and section 360fff–3 of this title, a request 
shall be for a nonprescription sunscreen ac-
tive ingredient or combination of non-
prescription sunscreen active ingredients, 
for use under specified conditions, to be pre-
scribed, recommended, or suggested in the 
labeling thereof, that— 

(i) is not included in part 352 of title 21, 
Code of Federal Regulations (or any suc-
cessor regulations) concerning non-
prescription sunscreen; and 

(ii) has been used to a material extent 
and for a material time under such condi-
tions, as described in section 321(p)(2) of 
this title. 

(B) Establishment of time and extent 

A sponsor shall include in a request under 
section 360fff–1 of this title the information 
required under section 330.14 of title 21, Code 
of Federal Regulations (or any successor 
regulations) to meet the standard described 
in subparagraph (A)(ii). 

(3) Public availability 

(A) Redactions for confidential information 

If a nonprescription sunscreen active in-
gredient or combination of nonprescription 
sunscreen active ingredients is determined 
under paragraph (1)(A) to be eligible for fur-
ther review, the Secretary shall make the 
request publicly available, with redactions 
for information that is treated as confiden-
tial under section 552(b) of title 5, section 
1905 of title 18, or section 331(j) of this title. 

(B) Identification of confidential information 
by sponsor 

At the time that a request is made under 
section 360fff–1 of this title, the sponsor of 
such request shall identify any information 
that such sponsor considers to be confiden-
tial information described in subparagraph 
(A). 

(C) Confidentiality during eligibility review 

The information contained in a request 
under section 360fff–1 of this title shall re-
main confidential during the Secretary’s 
consideration under this section of whether 
the request is eligible for further review con-
sistent with section 330.14 of title 21, Code of 
Federal Regulations (or any successor regu-
lations). 

(b) Data submission and filing of requests 

(1) In general 

In the case of a request under section 360fff–1 
of this title that is determined to be eligible 
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under subsection (a) for further review under 
this section and section 360fff–3 of this title, 
the Secretary shall, in notifying the public 
under subsection (a)(1)(C) of such eligibility 
determination, post the eligibility determina-
tion on the Internet website of the Food and 
Drug Administration, invite the sponsor of 
such request and any other interested party to 
submit comments, and provide a period of not 
less than 45 calendar days for comments in 
support of or otherwise relating to a GRASE 
determination, including published and unpub-
lished data and other information related to 
the safety and efficacy of such request. 

(2) Filing determination 

Not later than 60 calendar days after the 
submission of data and other information de-
scribed in paragraph (1) by the sponsor, the 
Secretary shall determine whether the data 
and other information submitted by the spon-
sor under this section are sufficiently com-
plete, including being formatted in a manner 
that enables the Secretary to determine the 
completeness of such data and information, to 
enable the Secretary to conduct a substantive 
review under section 360fff–3 of this title with 
respect to such request. Not later than 60 cal-
endar days after the submission of data and 
other information described in paragraph (1) 
by the sponsor, if the Secretary determines— 

(A) that such data and other information 
are sufficiently complete, the Secretary 
shall— 

(i) issue a written notification to the 
sponsor of the determination to file such 
request, and make such notification pub-
licly available; and 

(ii) file such request made under section 
360fff–1 of this title; or 

(B) that such data and other information 
are not sufficiently complete, the Secretary 
shall issue a written notification to the 
sponsor of the determination to refuse to file 
the request, which shall include the reasons 
for the refusal, including why such data and 
other information are not sufficiently com-
plete, and make such notification publicly 
available. 

(3) Refusal to file a request 

(A) Request for meetings; submission of addi-
tional data or other information 

If the Secretary refuses to file a request 
made under section 360fff–1 of this title, the 
sponsor may— 

(i) within 30 calendar days of receipt of 
written notification of such refusal, re-
quest, in writing, a meeting with the Sec-
retary regarding the filing determination; 
and 

(ii) submit additional data or other in-
formation. 

(B) Meetings 

(i) In general 

If a sponsor seeks a meeting under sub-
paragraph (A)(i), the Secretary shall con-
vene the meeting within 30 calendar days 
of the request for such meeting. 

(ii) Actions after meeting 

Following any meeting held under clause 
(i)— 

(I) the Secretary may file the request 
within 60 calendar days; 

(II) the sponsor may submit additional 
data or other information; or 

(III) if the sponsor elects, within 120 
calendar days, to have the Secretary file 
the request (with or without amend-
ments to correct any purported defi-
ciencies to the request)— 

(aa) the Secretary shall file the re-
quest over protest, not later than 30 
calendar days after the sponsor makes 
such election; 

(bb) at the time of filing, the Sec-
retary shall provide written notifica-
tion of such filing to the sponsor; and 

(cc) the Secretary shall make such 
notification publicly available. 

(iii) Requests filed over protest 

The Secretary shall not require the spon-
sor to resubmit a copy of the request for 
purposes of filing a request filed over pro-
test, as described in clause (ii)(III). 

(C) Submissions of additional data or other 
information 

Within 60 calendar days of any submission 
of additional data or other information 
under subparagraph (A)(ii) or (B)(ii)(II), the 
Secretary shall reconsider the previous de-
termination made under paragraph (2) with 
respect to the applicable request and make a 
new determination in accordance with para-
graph (2). 

(4) Public availability 

(A) Redactions for confidential information 

After the period of confidentiality de-
scribed in subsection (a)(3)(C), the Secretary 
shall make data and other information sub-
mitted in connection with a request under 
section 360fff–1 of this title publicly avail-
able, with redactions for information that is 
treated as confidential under section 552(b) 
of title 5, section 1905 of title 18, or section 
331(j) of this title. 

(B) Identification of confidential information 
by sponsor 

A person submitting information under 
this section shall identify at the time of 
such submission the portions of such infor-
mation that the person considers to be con-
fidential information described in subpara-
graph (A). 

(June 25, 1938, ch. 675, § 586B, as added Pub. L. 
113–195, § 2(a), Nov. 26, 2014, 128 Stat. 2036.) 

§ 360fff–3. GRASE determination 

(a) Review of new request 

(1) Proposed sunscreen order 

In the case of a request under section 360fff–1 
of this title, not later than 300 calendar days 
after the date on which such request is filed 
under subsection (b)(2)(A) or (b)(3)(B)(ii)(III) of 
section 360fff–2 of this title, the Secretary— 
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(A) may convene a meeting of the Advi-
sory Committee to review such request; and 

(B) shall complete the review of such re-
quest and issue a proposed sunscreen order 
with respect to such request. 

(2) Proposed sunscreen order by Commissioner 

If the Secretary does not issue a proposed 
sunscreen order under paragraph (1)(B) within 
such 300-day period, the sponsor of such re-
quest may notify the Office of the Commis-
sioner of such request and request review by 
the Office of the Commissioner. If such spon-
sor so notifies the Office of the Commissioner, 
the Commissioner shall, not later than 60 cal-
endar days after the date of notification under 
this paragraph, issue a proposed sunscreen 
order with respect to such request. 

(3) Public comment period 

A proposed sunscreen order issued under 
paragraph (1)(B) or (2) with respect to a re-
quest shall provide for a period of 45 calendar 
days for public comment. 

(4) Meeting 

A sponsor may request, in writing, a meet-
ing with respect to a proposed sunscreen order 
issued under this subsection and described in 
subparagraph (B) or (C) of section 360fff(7) of 
this title, not later than 30 calendar days after 
the Secretary issues such order. The Secretary 
shall convene a meeting with such sponsor not 
later than 45 calendar days after such request 
for a meeting. 

(5) Final sunscreen order 

With respect to a proposed sunscreen order 
under paragraph (1)(B) or (2)— 

(A) the Secretary shall issue a final sun-
screen order— 

(i) in the case of a proposed sunscreen 
order described in subparagraph (A) or (B) 
of section 360fff(7) of this title, not later 
than 90 calendar days after the end of the 
public comment period under paragraph 
(3); or 

(ii) in the case of a proposed sunscreen 
order described in subparagraph (C) of sec-
tion 360fff(7) of this title, not later than 210 
calendar days after the date on which the 
sponsor submits the additional informa-
tion requested pursuant to such proposed 
sunscreen order; or 

(B) if the Secretary does not issue such 
final sunscreen order within such 90- or 210- 
calendar-day period, as applicable, the spon-
sor of such request may notify the Office of 
the Commissioner of such request and re-
quest review by the Office of the Commis-
sioner. 

(6) Final sunscreen order by Commissioner 

The Commissioner shall issue a final sun-
screen order with respect to a proposed sun-
screen order subject to paragraph (5)(B) not 
later than 60 calendar days after the date of 
notification under such paragraph. 

(b) Review of pending requests 

(1) In general 

The review of a pending request shall be car-
ried out by the Secretary in accordance with 
this subsection. 

(2) Inapplicability of sections 360fff–1 and 
360fff–2 of this title 

Sections 360fff–1 and 360fff–2 of this title 
shall not apply with respect to any pending re-
quest. 

(3) Feedback letters as proposed sunscreen 
order 

Notwithstanding the requirements of section 
360fff(7) of this title, a letter issued pursuant 
to section 330.14(g) of title 21, Code of Federal 
Regulations before November 26, 2014, with re-
spect to a pending request, shall be deemed to 
be a proposed sunscreen order and displayed 
on the Internet website of the Food and Drug 
Administration. Notification of the availabil-
ity of such letter shall be published in the 
Federal Register not later than 45 calendar 
days after November 26, 2014. 

(4) Proposed sunscreen order 

In the case of a pending request for which 
the Secretary has not issued a letter pursuant 
to section 330.14(g) of title 21, Code of Federal 
Regulations before November 26, 2014, the Sec-
retary shall complete review of such request 
and, not later than 90 calendar days after No-
vember 26, 2014, issue a proposed sunscreen 
order with respect to such request. 

(5) Proposed sunscreen order by Commissioner 

If the Secretary does not issue a proposed 
sunscreen order under paragraph (4), or the 
Secretary does not publish a notification of 
the availability of a letter under paragraph 
(3), as applicable, the sponsor of such request 
may notify the Office of the Commissioner of 
such request and request review by the Office 
of the Commissioner. The Commissioner shall, 
not later than 60 calendar days after the date 
of notification under this paragraph, issue a 
proposed order with respect to such request. 

(6) Public comment period 

A proposed sunscreen order issued under 
paragraph (4) or (5), or a notification of the 
availability of a letter under paragraph (3), 
with respect to a pending request shall provide 
for a period of 45 calendar days for public com-
ment. 

(7) Meeting 

A sponsor may request, in writing, a meet-
ing with respect to a proposed sunscreen order 
issued under this subsection, including a letter 
deemed to be a proposed sunscreen order under 
paragraph (3), not later than 30 calendar days 
after the Secretary issues such order or the 
date upon which such feedback letter is 
deemed to be a proposed sunscreen order, as 
applicable. The Secretary shall convene a 
meeting with such sponsor not later than 45 
calendar days after the date of such request 
for a meeting. 

(8) Advisory Committee 

In the case of a proposed sunscreen order 
under paragraph (3), (4), or (5), an Advisory 
Committee meeting may be convened for the 
purpose of reviewing and providing recom-
mendations regarding the pending request. 

(9) Final sunscreen order 

In the case of a proposed sunscreen order 
under paragraph (3), (4), or (5)— 
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(A) the Secretary shall issue a final sun-
screen order with respect to the request— 

(i) in the case of a proposed sunscreen 
order described in subparagraph (A) or (B) 
of section 360fff(7) of this title, not later 
than 90 calendar days after the end of the 
public comment period under paragraph 
(6); or 

(ii) in the case of a proposed sunscreen 
order described in subparagraph (C) of sec-
tion 360fff(7) of this title— 

(I) if the Advisory Committee is not 
convened under paragraph (8), not later 
than 210 calendar days after the date on 
which the sponsor submits the additional 
information requested pursuant to such 
proposed sunscreen order, which shall in-
clude a rationale for not convening such 
Advisory Committee; or 

(II) if the Advisory Committee is con-
vened under paragraph (8), not later than 
270 calendar days after the date on which 
the sponsor submits such additional in-
formation; or 

(B) if the Secretary does not issue such 
final sunscreen order within such 90-, 210-, or 
270-calendar-day period, as applicable, the 
sponsor of such request may notify the Of-
fice of the Commissioner about such request 
and request review by the Office of the Com-
missioner. 

(10) Final sunscreen order by Commissioner 

The Commissioner shall issue a final sun-
screen order with respect to a proposed sun-
screen order subject to paragraph (9)(B) not 
later than 60 calendar days after the date of 
notification under such paragraph. 

(c) Advisory Committee 

The Secretary shall not be required to— 
(1) convene the Advisory Committee— 

(A) more than once with respect to any re-
quest under section 360fff–1 of this title or 
any pending request; or 

(B) more than twice in any calendar year 
with respect to the review under this sec-
tion; or 

(2) submit more than a total of 3 requests 
under section 360fff–1 of this title or pending 
requests to the Advisory Committee per meet-
ing. 

(d) No delegation 

Any responsibility vested in the Commissioner 
by subsection (a)(2), (a)(6), (b)(5), or (b)(10) shall 
not be delegated. 

(e) Effect of final sunscreen order 

(1) In general 

(A) Sunscreen active ingredients determined 
to be GRASE 

Upon issuance of a final sunscreen order 
determining that a nonprescription sun-
screen active ingredient or combination of 
nonprescription sunscreen active ingredients 
is GRASE and is not misbranded, a sun-
screen containing such ingredient or combi-
nation of ingredients shall be permitted to 
be introduced or delivered into interstate 
commerce for use under the conditions de-

scribed in such final sunscreen order, in ac-
cordance with all requirements applicable to 
drugs not subject to section 353(b)(1) of this 
title, for so long as such final sunscreen 
order remains in effect. 

(B) Sunscreen active ingredients determined 
not to be GRASE 

Upon issuance of a final sunscreen order 
determining that a nonprescription sun-
screen active ingredient or combination of 
nonprescription sunscreen active ingredients 
is not GRASE and is misbranded, a sun-
screen containing such ingredient or combi-
nation of ingredients shall not be introduced 
or delivered into interstate commerce, for 
use under the conditions described in such 
final sunscreen order, unless an application 
is approved pursuant to section 355 of this 
title with respect to a sunscreen containing 
such ingredient or combination of ingredi-
ents, or unless conditions are later estab-
lished under which such ingredient or combi-
nation of ingredients is later determined to 
be GRASE and not misbranded under the 
over-the-counter drug monograph system. 

(2) Amendments to final sunscreen orders 

(A) Amendments at initiative of Secretary 

In the event that information relevant to 
a nonprescription sunscreen active ingredi-
ent or combination of nonprescription sun-
screen active ingredients becomes available 
to the Secretary after issuance of a final 
sunscreen order, the Secretary may amend 
such final sunscreen order by issuing a new 
proposed sunscreen order under subsection 
(a)(1) and following the procedures set forth 
in this section. 

(B) Petition to amend final order 

Any interested person may petition the 
Secretary to amend a final sunscreen order 
under section 10.30, title 21 Code of Federal 
Regulations (or any successor regulations). 
If the Secretary grants any petition under 
such section, the Secretary shall initiate the 
process for amending a final sunscreen order 
by issuing a new proposed sunscreen order 
under subsection (a)(1) and following the 
procedures set forth in this section. 

(C) Applicability of final orders 

Once the Secretary issues a new proposed 
sunscreen order to amend a final sunscreen 
order under subparagraph (A) or (B), such 
final sunscreen order shall remain in effect 
and paragraph (3) shall not apply to such 
final sunscreen order until the Secretary has 
issued a new final sunscreen order or has de-
termined not to amend the final sunscreen 
order. 

(3) Inclusion of ingredients that are subjects of 
final orders in the sunscreen monograph 

(A) Amending regulations 

(i) Requirement 

At any time that the Secretary proposes 
to amend part 352 of title 21, Code of Fed-
eral Regulations (or any successor regula-
tions) concerning nonprescription sun-
screen, including pursuant to section 
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360fff–5 of this title, except as provided in 
clause (iv), the Secretary shall include in 
such part 352 (or any successor regula-
tions) any nonprescription sunscreen ac-
tive ingredient or combination of non-
prescription sunscreen active ingredients 
that is the subject of an effective final 
sunscreen order of the type described in 
section 360fff(2)(A) of this title and issued 
since the time that the Secretary last 
amended such regulations. Such regula-
tion shall set forth conditions of use under 
which each such ingredient or combination 
of ingredients is GRASE and not mis-
branded. If these conditions differ from, or 
are in addition to, those previously set 
forth in the applicable final sunscreen 
order, the Secretary shall provide notice 
and opportunity for comment on such con-
ditions in the rulemaking, and the applica-
ble final sunscreen order shall continue in 
effect until the effective date of a final 
regulation, as set forth in clause (iii). 

(ii) Inclusion of orders 

In proposing to amend the regulations as 
described in clause (i), the Secretary shall 
include in the proposed regulations a list 
of final sunscreen orders that shall cease 
to be effective on the effective date of a re-
sulting final regulation. Such list shall in-
clude all final sunscreen orders of the type 
described in section 360fff(2)(A) of this title 
that are in effect on the date that such 
regulations are proposed, with the excep-
tion that such list shall not include any 
final sunscreen orders that, on the date 
that the regulations are proposed, the Sec-
retary is in the process of amending under 
paragraph (2). 

(iii) Orders no longer effective 

Any final sunscreen order included by 
the Secretary in a list described in clause 
(ii) and in a list included in resulting final 
regulations shall cease to be effective on 
the date that such final regulations in-
cluding such order in such list become ef-
fective. 

(iv) Ingredients not GRASE 

If, notwithstanding a final sunscreen 
order stating that a nonprescription sun-
screen active ingredient or combination of 
nonprescription sunscreen active ingredi-
ents is GRASE and is not misbranded if 
marketed in accordance with such order, 
while amending the regulations as de-
scribed in clause (i), the Secretary con-
cludes that such ingredient or combina-
tion of ingredients is no longer GRASE for 
use in nonprescription sunscreen, the Sec-
retary shall, at the discretion of the Sec-
retary, either initiate the process for 
amending the final sunscreen order set 
forth in paragraph (2) of this subsection or 
include in a proposed regulation an expla-
nation and information supporting the de-
termination of the Secretary that such in-
gredient or combination of ingredients is 
no longer GRASE for use in nonprescrip-
tion sunscreen. 

(B) Procedure for updating regulations 

After the Secretary amends and finalizes 
the regulations under part 352 of title 21, 
Code of Federal Regulations under section 
360fff–5 of this title and such regulations be-
come effective, the Secretary may use direct 
final rulemaking to include in such regula-
tions any nonprescription sunscreen active 
ingredients that are the subject of effective 
final sunscreen orders. 

(June 25, 1938, ch. 675, § 586C, as added Pub. L. 
113–195, § 2(a), Nov. 26, 2014, 128 Stat. 2039.) 

§ 360fff–4. Guidance; other provisions 

(a) Guidance 

(1) In general 

(A) Draft guidance 

Not later than 1 year after November 26, 
2014, the Secretary shall issue draft guidance 
on the implementation of, and compliance 
with, the requirements with respect to sun-
screen under this part, including guidance 
on— 

(i) the format and content of informa-
tion submitted by a sponsor in support of 
a request under section 360fff–1 of this title 
or a pending request; 

(ii) the data required to meet the safety 
and efficacy standard for determining 
whether a nonprescription sunscreen ac-
tive ingredient or combination of non-
prescription sunscreen active ingredients 
is GRASE and is not misbranded; 

(iii) the process by which a request under 
section 360fff–1 of this title or a pending 
request is withdrawn; and 

(iv) the process by which the Secretary 
will carry out section 360fff–3(c) of this 
title, including with respect to how the 
Secretary will address the total number of 
requests received under section 360fff–1 of 
this title and pending requests. 

(B) Final guidance 

The Secretary shall finalize the guidance 
described in subparagraph (A) not later than 
2 years after November 26, 2014. 

(C) Inapplicability of Paperwork Reduction 
Act 

Chapter 35 of title 44 shall not apply to col-
lections of information made for purposes of 
guidance under this subsection. 

(2) Submissions pending issuance of final guid-
ance 

Irrespective of whether final guidance under 
paragraph (1) has been issued— 

(A) persons may, beginning on November 
26, 2014, make submissions under this part; 
and 

(B) the Secretary shall review and act 
upon such submissions in accordance with 
this part. 

(b) Rules of construction 

(1) Currently marketed sunscreens 

Nothing in this part shall be construed to af-
fect the marketing of sunscreens that are mar-
keted in interstate commerce on or before No-
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vember 26, 2014, except as otherwise provided 
in this part. 

(2) Ensuring safety and effectiveness 

Nothing in this part shall be construed to 
alter the authority of the Secretary with re-
spect to prohibiting the marketing of a sun-
screen that is not safe and effective or is mis-
branded, or with respect to imposing restric-
tions on the marketing of a sunscreen to en-
sure safety and effectiveness, except as other-
wise provided in this part, including section 
360fff–3(e) of this title. 

(3) Other drugs 

Except as otherwise provided in section 
360fff–6 of this title, nothing in this part shall 
be construed to affect the authority of the 
Secretary under this chapter or the Public 
Health Service Act (42 U.S.C. 201 et seq.) with 
respect to a drug other than a nonprescription 
sunscreen. 

(4) Effect on drugs otherwise approved 

Nothing in this part shall affect the market-
ing of a drug approved under section 355 of this 
title or section 351 of the Public Health Serv-
ice Act [42 U.S.C. 262]. 

(c) Timelines 

The timelines for the processes and procedures 
under paragraphs (1), (2), (5), and (6) of section 
360fff–3(a) of this title shall not apply to any re-
quests submitted to the Secretary under section 
360fff–1 of this title after the date that is 6 years 
after November 26, 2014. 

(June 25, 1938, ch. 675, § 586D, as added Pub. L. 
113–195, § 2(a), Nov. 26, 2014, 128 Stat. 2044.) 

REFERENCES IN TEXT 

The Public Health Service Act, referred to in subsec. 

(b)(3), is act July 1, 1944, ch. 373, 58 Stat. 682, which is 

classified generally to chapter 6A (§ 201 et seq.) of Title 

42, The Public Health and Welfare. For complete classi-

fication of this Act to the Code, see Short Title note 

set out under section 201 of Title 42 and Tables. 

§ 360fff–5. Sunscreen monograph 

(a) In general 

Not later than 5 years after November 26, 2014, 
the Secretary shall amend and finalize regula-
tions under part 352 of title 21, Code of Federal 
Regulations concerning nonprescription sun-
screen that are effective not later than 5 years 
after November 26, 2014. The Secretary shall 
publish such regulations not less than 30 cal-
endar days before the effective date of such reg-
ulations. 

(b) Reports 

If the regulations promulgated under sub-
section (a) do not include provisions related to 
the effectiveness of various sun protection fac-
tor levels, and do not address all dosage forms 
known to the Secretary to be used in sunscreens 
marketed in the United States without a new 
drug approval under section 355 of this title, the 
Secretary shall submit a report to the Commit-
tee on Health, Education, Labor, and Pensions 
of the Senate and the Committee on Energy and 
Commerce of the House of Representatives on 
the rationale for such provisions not being in-

cluded in such regulations, and a plan and time-
line to compile any information necessary to ad-
dress such provisions through final regulations. 

(June 25, 1938, ch. 675, § 586E, as added Pub. L. 
113–195, § 2(a), Nov. 26, 2014, 128 Stat. 2045.) 

§ 360fff–6. Non-sunscreen time and extent appli-
cations 

(a) Pending time and extent applications 

(1) In general 

(A) Request for framework for review 

If, prior to November 26, 2014, an applica-
tion was submitted pursuant to section 
330.14 of title 21, Code of Federal Regulations 
for a GRASE determination for a drug other 
than a nonprescription sunscreen active in-
gredient or combination of nonprescription 
sunscreen active ingredients and such drug 
was found to be eligible to be considered for 
inclusion in the over-the-counter drug 
monograph system pursuant to section 330.14 
of title 21, Code of Federal Regulations, the 
sponsor of such application may request that 
the Secretary provide a framework under 
paragraph (2) for the review of such applica-
tion. 

(B) Request requirements 

A request for a framework for review of an 
application made under subparagraph (A) 
shall be made within 180 calendar days of 
November 26, 2014, and shall include the pref-
erence of such sponsor as to whether such 
application is reviewed by the Secretary in 
accordance with— 

(i) the processes and procedures set forth 
for pending requests under section 
360fff–3(b) of this title, except that specific 
timelines shall be determined in accord-
ance with other applicable requirements 
under this section; 

(ii) the processes and procedures set 
forth under part 330 of title 21, Code of 
Federal Regulations (or any successor reg-
ulations); 

(iii) an initial filing determination under 
the processes and procedures described in 
section 360fff–2(b) of this title and the 
processes and procedures set forth for 
pending requests under section 360fff–3(b) 
of this title, except that specific timelines 
shall be determined in accordance with 
other applicable requirements under this 
section; or 

(iv) an initial filing determination under 
the processes and procedures described in 
section 360fff–2(b) of this title and the 
processes and procedures set forth under 
part 330 of title 21, Code of Federal Regula-
tions (or any successor regulations). 

(C) No request 

If a sponsor described in subparagraph (A) 
does not make such request within 180 cal-
endar days of November 26, 2014, such appli-
cation shall be reviewed by the Secretary in 
accordance with the timelines of the appli-
cable regulations when such regulations are 
finalized under subsection (b). 
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(2) Framework 

Not later than 1 year after November 26, 
2014, the Secretary shall provide, in writing, a 
framework to each sponsor that submitted a 
request under paragraph (1). Such framework 
shall set forth the various timelines, in cal-
endar days, with respect to the processes and 
procedures for review under clauses (i), (ii), 
(iii), and (iv) of paragraph (1)(B) and— 

(A) such timelines shall account for the 
considerations under paragraph (5); and 

(B) the timelines for the various processes 
and procedures shall not be shorter than the 
timelines set forth for pending requests 
under sections 360fff–2(b) and 360fff–3(b) of 
this title, as applicable. 

(3) Governing processes and procedures for re-
view 

(A) Election 

Not later than 60 calendar days after the 
Secretary provides a framework to a sponsor 
under paragraph (2), such sponsor may pro-
vide an election to the Secretary regarding 
the processes and procedures for review 
under clause (i), (ii), (iii), or (iv) of para-
graph (1)(B). If such sponsor makes such 
election, the Secretary shall review the ap-
plication that is the subject of such election 
pursuant to the processes and procedures 
elected by such sponsor and the applicable 
timelines in calendar days set forth under 
such framework, which the Secretary shall 
confirm in writing to the sponsor not later 
than the date upon which the Secretary pro-
vides a report under paragraph (4). If such 
sponsor does not make such election, such 
application shall be reviewed by the Sec-
retary in accordance with the timelines of 
the applicable regulations when such regula-
tions are finalized under subsection (b). 

(B) Different processes and procedures 

At any time during review of an applica-
tion, the Secretary may review such applica-
tion under different processes and proce-
dures under clause (i), (ii), (iii), or (iv) of 
paragraph (1)(B) than the processes and pro-
cedures the sponsor elected in accordance 
with subparagraph (A), so long as the Sec-
retary proposes, in writing, the change and 
the sponsor agrees, in writing, to such 
change. 

(C) Inclusion of ingredients in monographs 

If the sponsor elects to use the processes 
and procedures for review in accordance 
with clause (i) or (iii) of paragraph (1)(B), 
the Secretary may incorporate any resulting 
final order into a regulation addressing the 
conditions under which other drugs in the 
same therapeutic category are GRASE and 
not misbranded, including through direct 
final rulemaking, and the final order so in-
corporated shall cease to be effective on the 
effective date of the final regulation that ad-
dresses such drug. 

(4) Letter regarding pending applications 

Not later than 18 months after November 26, 
2014, the Secretary shall report to the Com-
mittee on Health, Education, Labor, and Pen-

sions of the Senate and the Committee on En-
ergy and Commerce of the House of Represent-
atives, in writing, regarding all pending appli-
cations subject to paragraph (1). In such let-
ter, the Secretary shall provide a report on the 
review of such applications, including the 
timelines, in calendar days, for the review and 
GRASE determination for each application. 
Such timelines shall account for the consider-
ations under paragraph (5). 

(5) Timelines 

The timelines in calendar days established 
by the Secretary pursuant to this subsection— 

(A) may vary based on the content, com-
plexity, and format of the application sub-
mitted to the Secretary; and 

(B) shall— 
(i) reflect the public health priorities of 

the Food and Drug Administration, includ-
ing the potential public health benefits 
posed by the inclusion of additional drugs 
in the over-the-counter drug monograph 
system; 

(ii) take into consideration the resources 
available to the Secretary for carrying out 
such priorities and the processes and pro-
cedures described in paragraphs (1)(B) and 
(2); and 

(iii) be reasonable, taking into consider-
ation the requirements described in 
clauses (i) and (ii). 

(b) New time and extent applications 

(1) In general 

Not later than 18 months after November 26, 
2014, the Secretary shall issue proposed regula-
tions establishing timelines for the review of 
applications for GRASE determinations for 
drugs other than nonprescription sunscreen 
active ingredients or combinations of non-
prescription sunscreen active ingredients that 
are submitted to the Secretary after Novem-
ber 26, 2014, under section 330.14 of title 21, 
Code of Federal Regulations (or any successor 
regulations), and that are found to be eligible 
to be considered for inclusion in the over-the- 
counter drug monograph system pursuant to 
section 330.14 of title 21, Code of Federal Regu-
lations (or any successor regulations), or that 
are subject to this subsection pursuant to 
paragraph (1) or (3) of subsection (a), as appli-
cable, providing— 

(A) timely and efficient completion of 
evaluations of applications under section 
330.14 of title 21, Code of Federal Regulations 
(or any successor regulations) for drugs 
other than sunscreens; and 

(B) timely and efficient completion of the 
review of the safety and effectiveness sub-
missions pursuant to such applications, in-
cluding establishing— 

(i) reasonable timelines, in calendar 
days, for the applicable proposed and final 
regulations for applications of various con-
tent, complexity, and format, and time-
lines for internal procedures related to 
such processes; and 

(ii) measurable metrics for tracking the 
extent to which the timelines set forth in 
the regulations are met. 
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(2) Timelines 

The timelines in calendar days established 
in the regulations under paragraph (1)— 

(A) may vary based on the content, com-
plexity, and format of the application sub-
mitted to the Secretary; and 

(B) shall— 
(i) reflect the public health priorities of 

the Food and Drug Administration, includ-
ing the potential public health benefits 
posed by the inclusion of additional drugs 
in the over-the-counter drug monograph 
system; 

(ii) take into consideration the resources 
available to the Secretary for carrying out 
such priorities and the processes and pro-
cedures described in paragraph (1); and 

(iii) be reasonable, taking into consider-
ation the requirements described in 
clauses (i) and (ii). 

(3) Procedure 

In promulgating regulations under this sub-
section, the Secretary shall issue a notice of 
proposed rulemaking that includes a copy of 
the proposed regulation, provide a period of 
not less than 60 calendar days for comments 
on the proposed regulation, and publish the 
final regulation not less than 30 calendar days 
before the effective date of the regulation. 

(4) Restrictions 

Notwithstanding any other provision of law, 
the Secretary shall promulgate regulations 
implementing this section only as described in 
paragraphs (1), (2), and (3). 

(5) Final regulations 

The Secretary shall finalize the regulations 
under this section not later than 27 months 
after November 26, 2014. 

(June 25, 1938, ch. 675, § 586F, as added Pub. L. 
113–195, § 3, Nov. 26, 2014, 128 Stat. 2046.) 

§ 360fff–7. Report 

(a) In general 

(1) In general 

Not later than 18 months after November 26, 
2014, and on the dates that are 2 and 4 years 
thereafter, the Secretary shall issue a report 
to the Committee on Health, Education, 
Labor, and Pensions of the Senate and the 
Committee on Energy and Commerce of the 
House of Representatives describing actions 
taken under this part. 

(2) Contents 

The reports under this subsection shall in-
clude— 

(A) a review of the progress made in issu-
ing GRASE determinations for pending re-
quests, including the number of pending re-
quests— 

(i) reviewed and the decision times for 
each request, measured from the date of 
the original request for an eligibility de-
termination submitted by the sponsor; 

(ii) resulting in a determination that the 
nonprescription sunscreen active ingredi-
ent or combination of nonprescription sun-
screen active ingredients is GRASE and is 
not misbranded; 

(iii) resulting in a determination that 
the nonprescription sunscreen active in-
gredient or combination of nonprescrip-
tion sunscreen active ingredients is not 
GRASE and is misbranded and the reasons 
for such determinations; and 

(iv) for which a determination has not 
been made, and an explanation for the 
delay, a description of the current status 
of each such request, and the length of 
time each such request has been pending, 
measured from the date of original request 
for an eligibility determination by the 
sponsor; 

(B) a review of the progress made in issu-
ing GRASE determinations for requests not 
included in the reporting under subpara-
graph (A), including the number of such re-
quests— 

(i) reviewed and the decision times for 
each request; 

(ii) resulting in a determination that the 
nonprescription sunscreen active ingredi-
ent, combination of nonprescription sun-
screen active ingredients, or other ingredi-
ent is GRASE and is not misbranded; 

(iii) resulting in a determination that 
the nonprescription sunscreen active in-
gredient, combination of nonprescription 
sunscreen active ingredients, or other in-
gredient is not GRASE and is misbranded 
and the reasons for such determinations; 
and 

(iv) for which a determination has not 
been made, and an explanation for the 
delay, a description of the current status 
of each such request, and the length of 
time each such request has been pending, 
measured from the date of original request 
for an eligibility determination by the 
sponsor; 

(C) an annual accounting (including infor-
mation from years prior to November 26, 
2014, where such information is available) of 
the total number of requests submitted, 
pending, or completed under this part, in-
cluding whether such requests were the sub-
ject of an advisory committee convened by 
the Secretary; 

(D) a description of the staffing and re-
sources relating to the costs associated with 
the review and decisionmaking pertaining to 
requests under this part; 

(E) a review of the progress made in meet-
ing the deadlines with respect to processing 
requests under this part; and 

(F) to the extent the Secretary determines 
appropriate, recommendations for process 
improvements in the handling of requests 
under this part, including the advisory com-
mittee review process. 

(b) Method 

The Secretary shall publish the reports under 
subsection (a) in the manner the Secretary de-
termines to be the most effective for efficiently 
disseminating the report, including publication 
of the report on the Internet website of the Food 
and Drug Administration. 

(June 25, 1938, ch. 675, § 586G, as added Pub. L. 
113–195, § 4(c), Nov. 26, 2014, 128 Stat. 2050.) 
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SUBCHAPTER VI—COSMETICS 

§ 361. Adulterated cosmetics 

A cosmetic shall be deemed to be adulter-
ated— 

(a) If it bears or contains any poisonous or del-
eterious substance which may render it injuri-
ous to users under the conditions of use pre-
scribed in the labeling thereof, or under such 
conditions of use as are customary or usual, ex-
cept that this provision shall not apply to coal- 
tar hair dye, the label of which bears the follow-
ing legend conspicuously displayed thereon: 
‘‘Caution—This product contains ingredients 
which may cause skin irritation on certain indi-
viduals and a preliminary test according to ac-
companying directions should first be made. 
This product must not be used for dyeing the 
eyelashes or eyebrows; to do so may cause blind-
ness.’’, and the labeling of which bears adequate 
directions for such preliminary testing. For the 
purposes of this paragraph and paragraph (e) the 
term ‘‘hair dye’’ shall not include eyelash dyes 
or eyebrow dyes. 

(b) If it consists in whole or in part of any 
filthy, putrid, or decomposed substance. 

(c) If it has been prepared, packed, or held 
under insanitary conditions whereby it may 
have become contaminated with filth, or where-
by it may have been rendered injurious to 
health. 

(d) If its container is composed, in whole or in 
part, of any poisonous or deleterious substance 
which may render the contents injurious to 
health. 

(e) If it is not a hair dye and it is, or it bears 
or contains, a color additive which is unsafe 
within the meaning of section 379e(a) of this 
title. 

(June 25, 1938, ch. 675, § 601, 52 Stat. 1054; Pub. L. 
86–618, title I, § 102(c)(1), July 12, 1960, 74 Stat. 
398; Pub. L. 102–571, title I, § 107(11), Oct. 29, 1992, 
106 Stat. 4499; Pub. L. 103–80, § 3(x), Aug. 13, 1993, 
107 Stat. 778.) 

AMENDMENTS 

1993—Subsec. (a). Pub. L. 103–80 substituted ‘‘usual, 

except that this’’ for ‘‘usual: Provided, That this’’. 

1992—Par. (e). Pub. L. 102–571 substituted ‘‘379e(a)’’ for 

‘‘376(a)’’. 

1960—Par. (e). Pub. L. 86–618 substituted ‘‘and it is, or 

it bears or contains, a color additive which is unsafe 

within the meaning of section 376(a) of this title’’ for 

‘‘and it bears or contains a coal-tar color other than 

one from a batch that has been certified in accordance 

with regulations as provided by section 364 of this 

title’’. 

EFFECTIVE DATE OF 1960 AMENDMENT 

Amendment by Pub. L. 86–618 effective July 12, 1960, 

subject to the provisions of section 203 of Pub. L. 86–618, 

see section 202 of Pub. L. 86–618, set out as a note under 

section 379e of this title. 

EFFECTIVE DATE; POSTPONEMENT 

Par. (e) effective Jan. 1, 1940, see act June 23, 1939, ch. 

242, 53 Stat. 853, set out as an Effective Date; Postpone-

ment in Certain Cases note under section 301 of this 

title. 

EFFECTIVE DATE 

Section effective twelve months after June 25, 1938, 

except par. (a), which, with certain exceptions, became 

effective on June 25, 1938, see section 1002(a) of act June 
25, 1938, set out as a note under section 301 of this title. 

§ 362. Misbranded cosmetics 

A cosmetic shall be deemed to be mis-
branded— 

(a) If its labeling is false or misleading in any 
particular. 

(b) If in package form unless it bears a label 
containing (1) the name and place of business of 
the manufacturer, packer, or distributor; and (2) 
an accurate statement of the quantity of the 
contents in terms of weight, measure, or numer-
ical count: Provided, That under clause (2) of 
this paragraph reasonable variations shall be 
permitted, and exemptions as to small packages 
shall be established, by regulations prescribed 
by the Secretary. 

(c) If any word, statement, or other informa-
tion required by or under authority of this chap-
ter to appear on the label or labeling is not 
prominently placed thereon with such conspicu-
ousness (as compared with other words, state-
ments, designs, or devices, in the labeling) and 
in such terms as to render it likely to be read 
and understood by the ordinary individual under 
customary conditions of purchase and use. 

(d) If its container is so made, formed, or filled 
as to be misleading. 

(e) If it is a color additive, unless its packag-
ing and labeling are in conformity with such 
packaging and labeling requirements, applicable 
to such color additive, as may be contained in 
regulations issued under section 379e of this 
title. This paragraph shall not apply to pack-
ages of color additives which, with respect to 
their use for cosmetics, are marketed and in-
tended for use only in or on hair dyes (as defined 
in the last sentence of section 361(a) of this 
title). 

(f) If its packaging or labeling is in violation 
of an applicable regulation issued pursuant to 
section 1472 or 1473 of title 15. 

(June 25, 1938, ch. 675, § 602, 52 Stat. 1054; Pub. L. 
86–618, title I, § 102(c)(2), July 12, 1960, 74 Stat. 
398; Pub. L. 91–601, § 6(f), formerly § 7(f), Dec. 30, 
1970, 84 Stat. 1673, renumbered Pub. L. 97–35, 
title XII, § 1205(c), Aug. 13, 1981, 95 Stat. 716; Pub. 
L. 102–571, title I, § 107(12), Oct. 29, 1992, 106 Stat. 
4499.) 

AMENDMENTS 

1992—Par. (e). Pub. L. 102–571 substituted ‘‘379e’’ for 

‘‘376’’. 
1970—Par. (f). Pub. L. 91–601 added par. (f). 
1960—Par. (e). Pub. L. 86–618 added par. (e). 

EFFECTIVE DATE OF 1970 AMENDMENT 

Amendment by Pub. L. 91–601 effective Dec. 30, 1970, 

and regulations establishing special packaging stand-

ards effective no sooner than 180 days or later than one 

year from date regulations are final, or an earlier date 

published in Federal Register, see section 8 of Pub. L. 

91–601, set out as an Effective Date note under section 

1471 of Title 15, Commerce and Trade. 

EFFECTIVE DATE OF 1960 AMENDMENT 

Amendment by Pub. L. 86–618 effective July 12, 1960, 

subject to the provisions of section 203 of Pub. L. 86–618, 

see section 202 of Pub. L. 86–618, set out as a note under 

section 379e of this title. 

EFFECTIVE DATE; POSTPONEMENT 

Par. (b) effective Jan. 1, 1940, and such subsection ef-

fective July 1, 1940, as provided by regulations for cer-
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